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FDA Study and Grid 
 
• February 1978, FDA Investigational studies 

of IOL’s 
• 1982- Data pooled on 17 different IOL’s from 

seven manufacturers (45,543 study cases 
and 8597 CORE cases) 

• Publication Stark et al. Ophthalmology 1983, 
“The FDA Report on Intraocular Lenses” 

•  Used by FDA and ophthalmic devices panel 
and manufacturers as a historical control 
 

















   FDA Grid 
 
• FDA updated grid in 1998, resulting in 

minor change 
• 2001- grid incorporated into revisions of 

the ISO international IOL clinical 
investigation standards, and was renamed 
“Safety and Performance Endpoints.” 
 



  
Rate 

 
(%) 

Cumulative : 
  
Endophthalmitis1 
Lens dislocated from posterior chamber 
Pupillary block 
Hypopyon 
Retinal detachment 
Secondary surgical intervention2  
Cystoid macular edema 
  

  
  

0.1 
0.1 
0.1 
0.3 
0.3 
0.8 
3.0 
  

Persistent : 
  
Corneal stroma edema 
Iritis 
Raised IOP requiring treatment 
Cystoid macular edema 

  
  

0.3 
0.3 
0.4 
0.5 
  

1Endophthalmitis is defined as inflammatory reaction (sterile or infectious) 
involving the vitreous body. 
2 Excludes posterior capsulotomies 

Posterior chamber IOL adverse event rates 





Lens Type Overall Rate % Best Case Subject’s 
Rate % 

Anterior Chamber 
IOL’s 

80.4 90.1 

Posterior Chamber 
IOL’s 

92.5 96.7 

Post-operative BCVA 0,3 
logMAR or Better 



Statements that patients say after multifocal IOL 
Implantation: 
 
 
1. My vision is great, it is the best thing that has happened to me 

in years.  
2. The doctor told me that I was going to have perfect vision with 

out glasses. 
3. My vision is no better than it was; in fact, it’s worse.  
4. Instead of small halos around lights, I get big cob web effect 

around lights of oncoming cars. 
 



Rings Around Lights 
at Night 

 

(Hunkeler et al, J. Cat. Refr. Surg. 28:1195-1204 (2002)). 











 



 



Comparative  
Nighttime Images* 

Monofocal 

Apodized 
Diffractive 

Zonal Refractive 
Multifocal 

* 5 mm Aperture, IOL in Wet Cell, simulation 



V ISUAL PERFORMANCE 



 

































Safety and Performance 
Endpoints: Summary 

Used by FDA, Ophthalmic Devices Panel and 
manufacturers as a historical control 

Need to be updated to accommodate newly 
designed IOL’s 

• Posterior capsule clouding-need for YAG laser 
• Night time glare and halos 
• Sign identification distance-% loss over control 
• Secondary surgical intervention 
• Pupillary Block glaucoma (AC and phakic IOL’s) 
• Better inform patients as to risks 
• Proper patient selection 
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